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[57] ABSTRACT

A hemorrhoidal treatment compound includes pharma-
ceutically effective amounts of a hydrocortisone com-
pound, pramoxine hydrogen chloride, and ephedrine
sulfate. The compound may further contain witch ha-
zel, glycerin, vitamin A, and propylene glycol. The
compound 1s provided in a disposable application kit
that includes an absorbent pad with the improved com-
pound absorbed therein for use as a swab or compress.
The absorbent pad is further sealed in a wrapping, all of
which may be disposed of after a single use.

20 Claims, 1 Drawing Sheet
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MEDICAL DISPENSER AND PREPARATION FOR
INFLAMED TISSUE

BACKGROUND OF THE INVENTION

1. Field of the Invention

The present invention relates generally to a com-
pound and method for the treatment of hemorrhoidal
tissue and, more specifically, to an improved composi-
tion and method for the treatment of hemorrhoidal and
other types of inflamed tissue which may be utilized
within the context of a disposable apphcatmn kit.

2. Description of Related Art

Various types of hemorrhoid treatment compounds
have been been developed in the past to generally re-
duce the burning, itching, and edema associated with
hemorrhoids. These compounds are disclosed, for ex-
ample, in U.S. Pat. No. 2,436,673 and U.S. Pat. No.
4,514,384. Competition in the manufacturing industry
for hemorrhoid compounds has continued to increase.
In the recent past, manufacturers have heavily adver-
tised, particularly through the television media, numer-
ous over-the-counter hemorrhoid treatment compounds
for direct purchase by consumers.

Still, consumers continually search for hemorrhoid
treatment compounds that are not only safe but also
effective and easy to use. Despite the large number of
treatment compounds available, consumers still have a
need to find a treatment compound that is particularly
suited for them. A significant number of consumers
receive allergic reactions from treatment compounds
which may resuilt, for example, from the specific anes-
thetic used. Another drawback to past hemorrhoid
treatment compounds 1s that many have been in the
form of ointments that are difficult to apply. Also, the
industry has not given significant attention to the provi-
ston of an astringent type compound that creates a
“clean” sensation.

A need sitll exists in the art to provide an improved
hemorrhoid treatment compound that is effective, easy
to use, and 1n the form of a dispensing kit that is dispos-
able after a single use.

SUMMARY OF THE INVENTION

An object of the present invention is to provide an
improved inflamed tissue treatment compound and
method of treating inflamed tissue.

Another object of the present invention is to provide
a hemorrhoid ireatment compound that minimizes the
incidence of allergic reactions and sensitization to the
compound.

A further object of the present invention is to provide
an improved hemorrhoid treatment compound that
reduces the amount of arterio-venous shunting that

occurs with hemorrhoids.

- An even further object of the present invention is to
provide a hemorrhoid compound that maintains the
integrity of the eplthehum while preventing over-kera-
tinization.

- It is also an object of the present invention to provide
a hemorrhoid treatment application kit that is easy to
carry and disposable after a single use.

The objects of the present invention are particularly
accomplished by applying to the inflamed tissue a com-
position comprising a hydrocortisone compound in an
-amount which 1s less than about 2.0% by volume; pram-
oxine hydrogen chloride in an amount which is less than
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about 3.0% by volume; and ephedrine sulfate in an
amount which is less than about 1.0% by volume.

These and other objects of the present invention can
best be seen from an examination of the specification,
claims, and drawings hereto.

BRIEF DESCRIPTION OF THE DRAWINGS

FIG. 1 1s a perspective view of an application kit
having an absorbent pad with an improved hemorrhoid
treatment compound absorbed therem according to the
present invention.

FIG. 2 1s an enlarged, cross-sectional view of the
application kit with absorbent pad taken across line
2—2 of FIG. 1.

FIG. 3 is a partial, cross-sectional view of an absor-
bent pad which is kept moist in an application kit.

DESCRIPTION OF THE PREFERRED
EMBODIMENTS

The following description is provided to enable a
person skilled in the internal medicine and pharmaceuti-
cal fields to make and use the present invention and sets
forth the best mode contemplated by the inventors of
carrying out their invention. Various modifications,
however, will remain readily apparent to those skilled
in the arts, since the generic principles of the present
invention have been defined herein specifically to pro-
vide an improved composition for the treatment of
inflamed tissues and method of treating same.

While the present invention is disclosed in the context
of hemorrhoid treatment, it should be understood that
the composition and method of the present invention
can also be applied, for example, on perianal fissures,
puritis ani, perianal inflammation associated with diar-
rhea, perianal psoriasis, diaper rash, and contact derma-
titis.

The present invention includes an improved inflamed
tissue or hemorrhoid treatment composition which in-
cludes hydrocortisone acetate, which has the chemical
formula Cy3H3206 (pregn-4-ene-3, 20-dione, 21-
(acetyloxy)-11, 17-dihydroxy-, (113)-). The hydrocorti-
sone acetate i1s a topical corticosteroid that reduces
itching, burning, and edema by virtue of its anti-inflam-
matory, anti-pruritic and vasoconstrictive actions.

'The hydrocortisone acetate is preferably used in an
amount which is not more than about 2.0% by volume
and not less than about 0.25% by volume. More prefera-
bly, the hydrocortisone is not more than about 1.0%
and not less than about 0.5% by volume. The present
invention contemplates using other types of hydrocorti-
sone. In general, however, the acetate derivative is very
suitable for topical use since it is insoluble in water and
thus less readily absorbed after application than other
hydrocortisone derivatives. The present invention also
contemplates using tixocortol pivolate (pregn-4-ene-3,
20-dione-21-thiol-118, 17-dihydroxy-21-pivolate). This
hydrocortisone derivative is not perceptibly absorbed
topically and is ideal as the systemic side effects of
hydrocortisone are greatly reduced.

The present composition further includes pramoxine
hydrogen chloride having the chemical formula
C17H27NO3.HCl (morpholine, 4-[3-(4-butoxyphenoxy)
propyl}-, hydrochloride). The pramoxine hydrogen
chioride is a rapidly acting local anesthetic for skin and
mucous membrane. Pramoxine hydrogen chloride is
preferably used over other anesthetics such as procaine,
cocaine, lidocaine, and dibucaine. These latter anesthet-
ics have shown an allergy incidence rate of 10% to
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20%. The pramoxine hydrogen chloride is preferably
used in that it may often be successfully used on patients
previously sensitized to other surface anesthetics. More-
over, the pramoxine hydrogen chloride can be used
without significant sensitization to the patient and is

substantially free of toxicity.
Preferably, the pramoxine hydrogen chloride is used
in an amount which is less than about 3.09% by volume.

More preferably, it i1s used in an amount which is not
less than about 0.5% and not more than about 2.0% by
volume.

Ephedrine suifate, having the chemical formula
(Ci10H15NO)2.H2S04, is also added to the compound to
provide vasoconstrictive benefits. The vasoconstrictive
effects are accomplished by the ability of ephedrine
sulfate to minimize arterio-venous shunting, i.e., arterial
flow and resultant high arterial pressures in hemorrhoi-
dal veins. The ephedrine sulfate promotes weak vascu-
lar alpha-agonist activity, rather than strong alpha-ago-
nist activity that leads to tissue ischemia which would
be counterproductive. The ephedrine sulfate may be
provided in an amount which is less than about 1.0% by
volume. Preferably, the ephedrine sulfate may be pres-
ent in amount which is not greater than about 0.3% and
not less than about 0.1% by volume.

Witch hazel may also be added to the present com-
pound to provide additional constrictive properties
useful in mild bleeding. The witch hazel is an astringent
that creates a local constrictive sensation and provides a
“clean” or “tingly” feeling. Witch hazel is prepared by
macerating recently cut and partially dried dormant
twigs of Hamamelis Virginiana L. in water, distilling,
and adding alcohol to the distillate, as is well known in
the art and described in the THE PHARMACEUTI-
CAL CODEX, page 406, 11th Ed., 1979. Hamamelis
contains tannins, principally 8-Hamamelitannin, the
digalloyl ester of Hamamelose (2 hydroxymethyl ri-
bose), gallic acid, a bitter principle, and a trace of vola-
tile oil. Preferably, the witch hazel is present in an
amount between about 30% and about 60% by volume.

Glycerine, having the chemical formula C3H3Os, is
added to the compound and acts as an emollient, hu-
mectant, lubricant, and vehicle. The giycerine, which is
substantially non-allergenic, is preferably added in an
amount between about 5% and about 15% by volume.

Vitamin A, such as that found in shark or fish liver
oil, may also be added to the present composition to
maintain the integrity of the epithelium and prevent
over-keratinization. The Vitamin A also assists in de-
creasing mild inflammation of the hemorrhoidal tissue.
Additionally, the Vitamin A provides emollient effects.
The Vitamin A may be added in an amount between
about 1% and about 5% by volume.

Propylene glycol (C3HgO3) may also be added in an
amount of not less than about 20% nor more than about
40% by volume. The propylene glycol provides a
cream or lotion type consistency, as opposed to an oint-
ment.

The composition may further include an anti-bac-
terial and/or anti-fungal agent. Preferably, the trade-
named compound methylparaben is added in an amount
of about 0.5% by volume, and more preferably not less
than about 0.25% nor more than about 1.0% by volume.

Citric acid (C¢HgO7) or acetic acid (C,H403) is pref-
erably added to the composition to buffer the composi-
tion at a slightly acidic pH of about 6.0 to 7.0. The
buffered compound is thereby compatible, insofar as
pH, with the human body.
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An emulsifier, such as lectithin, may also be used in
an amount between about 0.1% and about 5% by vol-
ume.

Examples of preferred embodiments of the present
invention are found in the following formulations
wherein percentages are by volume:

EXAMPLE 1
Example 1
Hydrocortisone acetate 1%
Pramoxine hydrogen chloride 1%
Ephedrine sulfate 0.2%
Witch hazel (aqueous) 30%
Glycerine 10%
Vitamin A 3%
Propylene glycol 34.3%
Methylparaben 0.5%
EXAMPLE 2
Exampie 2
Tixocortol pivolate 1%
Pramoxine hydrogen chloride 1%
Ephedrine sulfate 0.2%
Witch hazel (aqueous) 50%
Glycerine 10%
Vitamin A 3%
Propylene giycol 34.39%
Methylparaben 0.5%

‘The present compound 10 can be used in the form of
a single use application kit 8 (FIG. 1). For such a use,
the compound 10 is absorbed in an absorbent pad or
material 12 preferably made of a paper cloth material
(FIG. 3). The pad 12 is preferably folded to provide a
more compact-sized application kit 8. As shown in
FIGS. 1 and 2, the pad 12 having the present compound
10 absorbed therein is enclosed within a sealed environ-
ment 14 provided by the kit 8. The sealed environment
14 provides an environment which keeps the pad 12
moist with the compound 10 therein. The kit 8 includes
an outer wrapping 18, such as that disclosed in U.S. Pat.
No. 2,999,265.

The provision of the kit 8 with the absorbent pad 12
enables a user to easily carry the treatment compound
and allows for ready application and easy disposal after
a single use. Moreover, the absorbent pad 12 may be
used as a swab or as a compress.

The specifications above describe only the preferred
embodiments of the present invention, and it is contem-
plated that various modifications to the above can be
effected but nevertheless come within the scope of the
present invention as defined by the claims.

What is claimed is:

1. A composition for the treatment of inflamed tissue,
comprising:

tixocortol pivolate in an amount sufficient to provide

anti-inflammatory, anti-pruritic, and vasoconstric-
tive effects to the inflamed tissue;

pramoxine hydrogen chloride in an amount sufficient

to anesthetize the inflamed tissue; and

ephedrine sulfate in an amount sufficient to minimize

arterio-venous shunting of the inflamed tissue.

2. The composition of claim 1 further including witch
hazel.

3. The composition of claim 1 further including an
emollient agent.
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4. The composition of claim 1 further including a
buffering agent t0 maintain a slightly acidic pH of the
composition.

S. The composition of claim 1 further including an
agent for maintaining the integrity of epithelium tissue
and preventing over-keratinization of the inflamed tis-
sue.

6. The composition of claim 1 further including an
-agent to minimize bacterial and fungal growth.

7. The composition of claim 1 further including an
emulsifying agent.

8. The composition of claim 1 further including prop-
ylene glycol.

9. A method of treating hemorrhoidal tissue, compris-
ing the steps of:

applying to the hemorrhoidal tissue of mammals,

- Including humans, a composition comprising:

a hydrocortisone composition in an amount be-
tween about 0.2% and 2.0% by volume, the

- compound being selected from the group con-
sisting of hydrocortisone acetate and tixocortol
pivolate;

pramoxine hydrogen chloride in an amount be-
tween about 0.5% and 3.0% by volume;

ephedrine sulfate in an amount between about
0.1% and 1.09% by volume;

witch hazel in an amount between about 30% and
60% by volume; |

glycerine in an amount between about 5% and 15%
by volume;

Vitamin A in an amount between about 1% and
5% by volume;

propylene glycol in an amount between about 20%
and 40% by volume;

an antibacterial and fungal agent in an amount
which 1s greater than a trace amount and less
than about 5% by volume;

a buffering agent in an amount which maintains a
pH of about 6.0 to 7.0; and

an emulsifier in an amount which is greater than a
trace amount and less than about 5% by volume.

10. The method of claim 9 further including the step
of placing the composition of an absorbent, disposable
material.

11. A single use, dispensing package for the treatment
of hemorrhoidal tissue, comprising:
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a disposable, single use, nonadhesive absorbent mate-

rial;

means for sealing the absorbent material within an

environment; and

a composition absorbed in the absorbent material, the

composition including;:

hydrocortisone acetate in an amount of between
about 0.2% and 2.0by volume;

pramoxine hydrogen chloride in an amount of be-
tween about 0.5% and 3.0% by volume;

ephedrine sulfate in an amount of between about
0.1% and 1.0% by volume;

witch hazel in an amount of between about 30%
and 60% by volume;

glycerine in an amount of between about 5% and
15% by volume;

Vitamin A in an amount of between about 19 and
5% by volume;

propylene glycol in an amount of between about
20% and 40% by volume;

methylparaben in an amount of between about
0.25% and 1% by volume;

an emulsifier in an amount of between about 0.1%
and 5% by volume; and

a buffering agent.

12. The package of claim 11 wherein the witch hazel
1s In an amount of about 50% by volume.

13. The package of claim 12 wherein the glycerine is
in an amount of about 10% by volume.

14. The package of claim 13 wherein the Vitamin A is
in an amount of about 3% by volume.

15. The package of claim 14 wherein the propylene
glycol 1s in an amount 34% by volume.

16. The package of claim 15 wherein the methylpara-
ben 1s in an amount which is about 0.5% by volume.

17. The package of claim 16 wherein the buffering
agent maintains the pH of the composition at about 6.0
to 7.0.

18. The method according to claim 9 wherein the
hydrocortisone compound is present in an amount
which is about 0.25% by volume.

19. The method according to claim 9 wherein the
pramoxine hydrogen chloride is present in an amount
which is about 0.5% by volume.

20. The method according to claim 9 wherein the
ephedrine sulfate is present in an amount which is about
0.1% by volume.
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